BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 1dp — Tw do — Hanh phiic
S6:350 /QP-QLD Ha Noi, ngay24 thang 05 ndam 2023
QUYET PINH

vé viéc thu hoi Glay dang ky luu hanh thunc, dinh chi lwu hanh, thu hoi
thudc ddi véi thudc Myomethol, so6 diang ky: VN-17397-13

CUC TRUONG CUC QUAN LY DUQC
Cdan cir Ludt Duoe 105/2016/0QH1 3,

Can ctr Nghi dinh 56 54/2017/NP-CP ngay 08/05/2017 ciia Chinh phii quy
dinh chi tiet mgt so diéu vé bién phdp thi hanh Ludt dugc,

. Can cie Nghi dinh 6 155/201 8/NB-CP ngay 12/11/2018 ciia Chinh phii sira
doi, bo sung mét so quy dinh lién quan den diéu kién dau tw kinh doanh thugc
pham vi quan ly nha nudc cia Bo Y te;

Cén cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cia Chinh phti quy
dinh chirc ndng, nhiém vu, quyén han va co cdau to chirc ciia B9 Y ié;
Can cir Quyét dinh s6 1969/0QD- BYT ngay 26/04/2023 cua Bg truong Bo Y

1é quy dinh chirc nang, nhiém vu, quyén han va co cdau t6 chire ciia Cuc Quan by
diroe thude BO Y 1é;

~ Can cir Thong tw 50 08/2022/TT. -BYT ngay 05/09/2022 ciia B truong B Y
té quy dinh viéc dang ky lwu hanh thuoc, nguyén liéu lam thuoc,

Cén etr Quyét dinh s6 192/0BD-XPHC ngay 24/3/2023 ciia Cuc truéng Cuc
Quan Iy Dugce xur phat vi pham hanh chinh;

Theo dé nghi ciia Truéng phong Phong Dang ky thude - Cuc Quan Iy Dugc.
QUYET PINH:

Piéu 1. Thu hdi Gidy dang ky luu hanh thude tai Viét Nam d6i véi thude
Myomethol, s6 dang ky: VN-17397-13 do Coéng ty TNHH thuong mai Duoc
pham Uc Chau (dia chi: 74/18 Truong Qudc Dung, Phudng 10, Quan Phi Nhuén,
TP. HO6 Chi Minh — Viét Nam) ding ky va Céng ty R.X. Manufacturing Co._,
Ltd. (dia chi: 76 Moo 10, Salaya-Bangpasi Road, Narapirom, Banglane,
Nakornpathom 73130 — Thai Lan) san xuat.

Ly do: Thuc hién theo quy dinh tai diém b khoan 1 Piéu 58 Luat Duoc.

Piéu 2. Pinh chi luu hanh trén toan quéc va thu hoi toan bd miat hang thude
bi thu hdi Gidy dang ky luu hanh thude néu tai Diéu 1. Yéu cau cac co sé dang ky
thudc, co s nhap khau thude phdi hop voi co sé san xuét gui thong béo thu hoi
to1 cac co sO ban buon, ban 1&, st dung thudc bi thu hoi Glay dang ky Iuu hanh

thudc néu tai B1eu 1, tién hanh thu hdi toan bd mat hang thude néu trén, giri bao
cao thu hdi vé Cuc Quan ly Duoc.



